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Cradle of For- 
estry in America, 
Pisgeh National 
Forest. N.C. 

Establishment. 

Publication in 
Federal Register. 

Animal Drug 
Amendments of 
2968. 

Public Law 90-398 
AN ACT 

To antborize the Secretary of ,lgricuIture to establish the cradk of Forestrg in 
kneriea in the Pisgab Sational Forest in Sortb Carolina, and for other 
purposes. 

Be j,t enncfed by t?ie .Sennfe md Hmtse of Rqwwentu.tivea of the 
??qu%ed Xltnfes of Smericn in .130ngrtm u.~.~embled, That, in order to 
preserve, develop, end rmlke available to this rind future generations 
the birthplace of forestry rtnd forestry edutation in America and to 
promote, demonstrate, and stimulate interest in and knott-ledge of the 
mnna ement of forest lands under principles of multiple use and sus- 
tnine 8 yield and the development and progress of .rnana 

fi 
ement of 

forest lands in America, the Secretary of ,4qrlcultnre 1s here y author- 
jzed to establish the Cradle of Forestry 111 ,4merics in the Pisgah 
Xntioaai Forest, North CaroIinsL. Bs soon as possible after this act. 
tzlkes effect, the Secretary of ,4griculture shRlI publish nntioe of the 
designation thereof in the Federal Register tog&her with a map &OW- 
ing the bowd:wies which shrill be those she\\-n on the map entitled 
Y.hdle of Forestry in America” dated April 12, 1967, \Thich shall be 
on file and available for public inspection in the office of the Chief, 
Forest Service, Department of Agriculture. 

SEC. 2. The urea designated as the Cradle of Forestry in America 
shall be administered? protected, and developed within and as B part 
of *the Pisgnh National Forest. by the Secretary of Agriculture in 
accordance n-it.h the ln~s, rules, and regula~tions Rpplicable to national 
forests in such manner as in his judgment Avill be& provide for the 
purposes of t.his Act. i\nd for such manngement, utilization, tend dis- 
posal of the natural resources 21s in his judgment \\-ill promote or is 
compxtible with xnd does not. significantly imlx~ir the purposes for 
~~hich t.he Clradle of Forestry in America is established. 

SEC. 3. Th@ Secretary of @iculture. is hereby authorized to coqp- 
ernte &h and rec.eive t.he cooperation of public and private agencies 
and organizations and individuals in the development, administrxtion, 
and operation of the Cradle of Forestry in America. The Secretary of 
,4griculture is authorized *to accept cant ribut ions and gifts to be used 
!a further the purposes of this Xct. 

Approved July 11, 1968. 

Public: Law 90-399 
AN ACT 

To protect the public health by amending the Federal Food, Drug, rind Cosmetic 
ddt to consolidate certain provisions assuring the safety and effectiveness of 
new animal drugs, and for other puq>oses. 

Be it enactied 
Unife’ed fifafe,? 0 

by 

f 

2ke Senate and Hou.3e of Bepresentatives of the 

be cited as the ‘i- 
A?n.erica in t?ongre.ss mssemb&d That this Act may 

nimxl Drug Amendments of lQ68.” 
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NEW ANIMXL DRlX% 

SEC. 101. (n) Sectim 501(a) of the Federal Food, Drug, and COS- 
metic Act, as amended, is amended by inserting before the perrod at 

52 Stat 1049 

the end thereof a semicolon and the folfoiving: &‘or (5) if it is a new 
21 usc’351. * 

animal drug which is unsafe within the meaning of sectlorl 512; or (6) 
Inlra 

* 
if it is an tAmal feed bearing or containing a new animal drug, and 
such animal feed is unsafe within the meanmg of section 512”. 

(b) Chapter V of such Act is amended by adding at the end thereof ‘2; gii 3252:: 
the following : 360% 

“NEW ANIMAL DROGS 

“SEC. 512. (a) (1) A new animal: drug shall, Tith respect to any par- 
ticular use or intended use of such drug, be deemed unsafe for the pur- 
poses of section 501 (a) ( 5 ) and section 402 (a) (2) (D) unless- 

s pra 

u (A) there is in effect an approval of an application filed pur- 
&t, Q. 352. 

suant, to subsection (b) of this section with respect. to such use or 
intended use of such drug, 

“(B) such drug, its I&e&g, and such use conform to such ap- 
proved application, and 

LL (C) in the case of a new animal drug subject to subsection (n) 
of this section and not exempted therefrom by regulations it IS 
from a batch with respect to which a certificate or release issued 
pursuant to subsection (n) is in effect with respect to such drug. 

A new animal drug shall also be deemed unsafe for suc.1~ purposes In 
theevent of removal from the establishment of a manufacturer, packer, 
or distributor of such drug for use in the manufacture of animal feed 
in any State unless at the time of such removal such manufacturer, 
packer, or distributor has an unrevoked nritten statement. from the 
consignee of such drug, or notice from the Secretary, to the effect that, 
\vith respect to the use of such drug in animal feed, such consignee- 

“(i) is the holder of an approved application under subsection 
(m) of this section ; or 

. 

“(ii) will, if the consignee is not a user of the drug, ship such 
drug only to a holder of an approved application under subsection 
(m) of this section. 

&‘ 
i shd 
2) An animal feed bearing or containing a new animal drug 
, with respect to any p,%rticular use or intended use of such ani- 

~;,eed, be deemed unsafe for the purposes of section 501 (a) (6) ‘We* 

;(A) there is in effect an approval of an application filed pur- 
suant to subsection (b) of this section with respect to such drug, 
as used in such animal feed, 

“(B) there is in effect an approval of an application pursuant 
tfo,eyb;;;tiun (m) (1) of this section with respect to such animal. 

“(‘C) such animal feed, its labeling, and such use conform to 
the conditions and indications of use published pursuant to sub- 
section (i) of this section and to the ap 
thereto approved under subsection (m) 

lit&ion with respect 
oft 6s section. ;P 
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li (3) X ww min~i~l drug or nii animal feed bearing or containing 

Ante, p. 343. 
a new Lll1illli~l drng shrill not be deemed UlHikfe for tile puqwses 01 
section 501 (al) (5) or (S) if such article is for il1r~esti@tionnl use and 
conforms to the terms of ai1 exeinptim in efI”ect with Yespect thereto 
under sect iou 512 ( j ). 

“(b) Any person may file with the Secretary an application with 
respect to any intended use or uses of a new animal dr!q. Such person 
Aall submit to the Secretary as a part of tha nppllcation (1) full 
reports of investigations wlw11 have been made to show whether or 
Itot such drup is safe and effective for use; (2) a full list of the articles 
used as components of such drug; (8) a full statement of the composi- 
tion of such dru(r; (4) a full description of the methods used in, and 
the facilities in controls used for, the manufacture, processing, and ir 
puckizlp of such drug; (5) such samples of such drug and of the nrti- 
cIes used as components thereof, of an 

K 
anima.1 feed for use in or on 

which such drng is int.ended, and of t e edible portions or products 
(before or after slau&ter) of animals to which such drug (directly or 
in or on animal feed) is intended to be administered, RS the Secretary 
may require: (6) specimens of the labeling proposed to be used for 
such drug, or in case such drug is int.ended for use in animal feed, 
proposed labeling appropriate for such we, and specimens of the 
lxbeli~~$ for the drug to be manufactured, packed, or dist.ributed by 
the applicant; (7) a description of practicable .methods for determin- 
ing the quantity, rf any, of such drug in or on food, and any substance 
formed in or on food, bemuse of its use; and (8) the proposed toler- 
:lnce or withdrawal period or other use restrictions for such drug if 
any tolerance or wltlxdraxal period or other use restrictions are 
required in order to assure that the proposed use of such drug will 
be safe. 

Opportunity for 
hearing. “(c) Within one hundred and eighty dnys after the filing of an 

application pursuant to subsect ion (.b), or such additional period as 
may be agreed upon by the Secretary and the appficant, the Secretwy 
shall either (1) issue an order npproviflg the application if he then 
finds that none of the grounds for denymp approval specified in sub- 
section (d) applies, or (2) give the applicant notice of an opportunity 
for a hearinp before the Secretary under subsection (d) on the aes- 
tion whether such application is approvnble. If the applicant e ects 1 
to accept. the. opportunity. for a he:+g by written request within 
thirty days after such not.we, such henrmg shll commence not more 
than ninety days after the expiration of such thirty days unless the 
Secretary xlld the applicant otherwise npree. Any wch hearing shalI 
thereafter be condwted on ns expedited b&s and the Secret+ry’s 
order thereon shall be issued within ninety days after the date fixed 
by the Secretary for filing final briefs. 

“(d) (1) If the Secretary finds, after due notice to the applicant in 
wcordnnce wit.11 subsection (c) rind giviqz him ~11 opportunity for R 
he$ng, in accordance with said subsection, thnt- 

“(A) the investigations, reports of whirl1 are required to be 
submitted to the Secretary pursuant to subsection (b)., do not 
include adequate tests by all methods reqsonably npplwable to 
show whether or not such drnp is safe for use under the condi- 
tions prescribed, recommended, or suggested in the pz;oposed 
hbeling thereof; 

“(IS) the results of ench tests sho77- thnt such drug is unsafe 
for we ttnder such conditions or do not show thnt such drug is 
safe for use under such conditions; 

;&(C) the methods used in, and the facilities and controls used 
for, the manufacture, processhp, and pilckillp of such drug are 
inndequate to pres:rve Its;c@t$yz strel!,rrtlt, qltali!y, ?nd purity; <I 1-r-.\ . . 
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part, of the application, or upon the basis of any other infoqnn- 
tion before him with respect to such drug, he has msufficient 
it~form&olt to determine whether such drug is sufe for use under 
such conditions; 

“(F,) evaluated on the basis of the information submitted to 
him as part of the application and any other information before 
him Kith respect to such drug, there is a lack of substantial 
evidence that the drug will have the effect it purports or is rep- 
resented to have under the conditions of use prescribed, recom- 
mended, or suggested in the proposed labeling thereof ; 

J‘(F) upon the basis of the information submitted to him as 
part of the application or any other information before him vvith 
respect to such dru,, w the tolerance limitation proposed, if any, 
exceeds that reasonably required to accomplish the physical or 
ot.ber technical effect for which the drug is intended; 

u 
!l 

based on a fair evaluation of all material facts, such 
l&e 

0) 
ing is false or misleading in any particular; or 

(‘ (H) such drug induces cancer when ingested by man or 
animal or, after tests which are appropriate for the evaluation of 
the safety of such. drug, induces cancer in man or animal, exce.pt 
that the foregoing provrsions of this subparagra 
with respect to such drug if the Secretary fin 1 

h shall not apply 
s that, under the 

conditions of use specified in proposed ‘labeling and reasonably 
certain to be followed in practice (i) such drug will not adversely 
aflect the animals for whwh it is intended, and (ii) no residue of 
such drug will be found (by methods of examination prescribed 
or approved by the Secretary by regulations, which regulations 
shall not be subject to subsections (c), (d), and (h)), in any 
edible portion of such animals after slaughter or in any food 
yielded by or derived from the living animals; 

he shall issue an order refusing to approve the application. If, after 
such notice and opportunity for hearing, the Secretary finds that 
subparagraphs (-4) throngb (H) do not apply, he shall issue an order 
ap ‘7 . roving the application. 

(ti> In determining whether such drug is safe for use under the 
conditions prescribed, recommended, or suggested in the proposed 
labeling thereof, the Secretary shall consider, among other relevant 
factors, (A) the probable consumption of such drug and of any 
substance formed in or on food because of the use of such drug, (B) 
the cumulative effect on man or animal of such drug, taking into 
account any chemically or pharmacologically related substance, (C) 
safety factors which in the opinion of experts, qualified by scientific 
training and experience to evaluate the safety of such drugs, are 
appropriate for the use of animal experimentation data, and (ID) 
whether the conditions of use prescribed, recommended, or suggested 
in the proposed labeling are reasonably certain to be followed in 
practice. Any order issued under this subsection refusing to approve 
an nppl%zation shall state the findings upon vrhich ‘it is based. 

“ (3) As wed in this subsection and subsection (e), the term ‘sub- “substantial 
st.antixl evidence’ means evidence consisting of adequate and well- evidence*” 
controlled investi@ions, including field investigat.ion, by experts 
q+ified by scientific training and experience to evaluate the effec- 
tiveness of the dru involved, on the basis of which it could fairly and 
reasonably be cone uded by such experts that the drug will have the f 
effect it purports or is represented to have under the con,ditions of 
use prescribed, recommended, or suggested in the labeling or proposed 
labeling thereof. 

“(e) (1) Tl le S ecretary shall, after due notice and opportunity for 
hearing to the applicant, issue an order withdrwing approval of an 
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application filed pursuant to subsection (I..B) xitlr respect to any new 
~mmnl drug if the Secretary finds- 

~c(x) that experience or scientific dKti\ s110w that SUCKS drug is 
unsafe for use under the conditions of use apon the basis of which 
the ,zppIication t'vi~s ii 

gc(ltii) that new evi K 
proved; 

mce not contained in such application or 
llot available to the Secretary until after such apphcntion was 
:~pproved, or tests by ne\l; methods, or tests by methods not. deemed 
reasonably applicable when such application was approved, 
evlxluated together with the evidence available to the Secretary 
linen the application was approved, shows that such drug is not 
shovn to be safe for use under the conditions of use upon the 
basis of r~hich the npplication was approved or that subp~wagraph 
(R) of paragraph ( 1) of subsection (d) applies to such drug ; 

‘*((.‘) on the basis of new information before him with respect 
to such drug, evaluated together with the evidence available to 
11im ~rlres the 2~pplication ~-21s Rpproved, that there is rz 7dc of 
substantial evidence that, such drug will hnve the effect it purports 
or is represented to have under the conditions of use prescribed, 
recommended, or suggested in the labeling thereof; 

“{D) that the application contains any untrue statement of H 
m:Lterial fact; or 

Lr {E) that the applicant has made any cha~~ges from the,stand- 
point of safety or efiectiveness beyond the vwtltions provided for 
in the ap 
filing wit P 

lication unless he has supplemented the application by 
I the Secretary adequate information respecting ~111 such 

changes and unless there is 111 effect, an approval of the supple- 
mental application. The supplemental appl’ication shrill be treated 
in the Same mazier itS the orijzinal application. 

If the Secretary (or in his absence the officer acting as Secretary) 
finds that there is an imminent hazard to the health of man or of the 
animA for which su& drug is intendet, he may suspend the npprovnf 
of such npplication immediately, rind give the applicant. prompt notice 
of his action and afford the appllcnnt the opport8unity for an expedited 
hearing under this slzbsection ; but the nuthority conferred by this sell- 
tence to suspend the approval of an application shall not be det!gated. 

. 
“(2) The Secretary may nlso, after due notice nnd opportunity for 

hearing to the applicant, Issue an order withdr,awing the approval of 
an application with respect to any new animal drug under thts section 
if the Secretary finds- 

“(,) that the applicant has failed to establish a system for 
maintaining required records, or has repeatedly or diliberately 
failed to maintain suck records or to make required reports in 
Accordwwe with a regulation or order under subsection (1) , or 
the applicant has refused to permit access to, or copying or veri- 
fkntion of, such records as required by paragraph (2) of such 
subsection ; 

“(I3) that on the basis of new information before him, evalu- 
ated together with the evidence before him when the application 
was approved, the methods used in, or the facilities and c.ontrols 
used for, the manufacture, processing, and packing of SUC& 
drug we hadequate to assure and preserve its identity, strength, 
nmtlitg, atud purity and n-ere not made adequate withfn a reason- 
AIe time after receipt of -witten not ice from the Secrehry speci- 
fying the matter complained of; or 

“Ic!) that ou the basis of new information before him. eva?u- 
ated together with the evidence before him ITT-hen the application 
was approved, the labeling of such drug, based on a fair evalua- 
tion of all material facts, is f&e or misleadinp jn any particular 
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and was not corrected within a reasonable time after receipt of 
written notice from the Secretary specifying the matter com- 
plained of. 

n 
wlZ~it%.&ase$ 

or er under this subsection shall state the findings upon . * 
“(f) Whenever the Secretary finds that the facts so require, he 

shall revoke any previous order under subsection (d) , (e}, or (m) 
refusing, withdrawing, or suspending approval of an application and 
shall approve such application or remstate such approval, as may be 
ap roprtate. 

$,., 0 d r ers of the Secretary issued under this section (other than 
orde& issuing, amending, or repealing regulations) shall be served 
(1) in erson by any officer or employee of the department desi 
by the !3 

nated 
ecretary or (2) by mailing the order by registered mai f or by 

certified mail addressed to the ap 
known address in the records of the 8 

licattt or respondent at his last 
ecretary. 

“(h) An appeal may be taken by the applicant from an order,of 
the Secretary refusing or w -rthdrawiag approval of an applicatmn 
filed under subsection (b) or (m) of this section. The provisions of 
subsection (11) of section 505 of this Act shall govern any such appeal. 52 stat. 1052: 

CL (i) When a new animal drug application filed pursuant to sub- ‘6z~t~;~~;j’a5. 
section (b) is approved, the Secretary shall by notice, which upon Publication in 

ublication shall be effective as a regulation, publish in the Federal Federal Register. 
!i egister the name and address of the applicant and the conditions and 
indications of use of the new animal drug covered by such application, 
including any toleralxe and withdrawal period or other use restric- 
tions and, if such new animal drug is intended for use in a$mal feed, 
appropriate purposes and conditions of use (includmg special labelin* 
requirements) applicable to any animal feed for use rn which sue 1 P 
drug is approved, and such other information. upon the basis of which 
such ap 9ication \vas approved, as the Secretary deems necessary to 
assure t h e safe and effective use of such drug. Upon withdrawal of 
approval of such new animal drug application or upon its suspension, 
the Secretary shall forthwith revoke or suspen$, as the case may be, 
the regulation published pursuant to this subsecho (i) insofar as it is 
based on the approval of such application. 

“ (j) To the extent consistent with the public health, the Secretary Exemptions. 
shall promulgate regulations for exempting from the operation of 
this section new animal drugs, and animal feeds bftkring or containing 
new animal drugs? intended sole1 
qualified by scientific trstinir 

for inrestrgatlonnl use by experts 
an c?l 

and effectiveness of animal 3 
experience to investigate the safety 

rugs. Such regulations may, in the dls- 
cretion of the Secretary, among other conditions relatin 

f 
to the pro- 

tection of the public health, provide for conditioning sue I exemption 
upon the establishment and maintenance of such records; and the 
making of such reports to the Secretary, by the manufacturer or the 
sponsor of the investigation of such article, of data (including but 
not limited to analytical reports by investigators) obtained as a result 
of such investigational use of such article, as the Secretxr finds will 
enable him to evaluate the safety and effectiveness of sue i article in 
the event of the filing of an a 
re ulations, 

@cation ursuant to this section. Such 

1 (i f 
among other F: t mgs, &a 1 set forth the conditions P 

any) upon whic$ animals treated with such articles, and any 
products of such nnlmals (before or after slaughter), may be mar- 
keted for food use. 

“(k) While approval of an application for a new animal drug is 
effective, a food shall not, by reason of bearing or containing such 
drug or any substance formed in or on the food because of’ its use in 
accordance with such application (including the conditions and indi- 
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52 Stat. 1046. 
c:tti~xls of use prescribed pursuant to s~dx3ection (i)),, be coidere~ 

21 USC 342. adultewted within the meaning of clause (1) of sectlon dOti( 
Recordkeeping. LL(1) (1) In the case of any new animal drqg for which Lzn approval 

of an application filed pursuant. to subsection (b) is in effect, the 
spplic~nt shall establish and maintain such records, and make such 
reports to the Secretary! of data relating to experience and other 
data or information, recewed or otherwise obtained by such npplic?nt 
wit.11 respect. to such drug, or with respect to animal feeds bearing 
or contaming such drug, as the Secretary may by general regulatio?, 
or by order with res 
of a finding that sue z records and reports are necessary in order to P 

ect to such application, prescribe on the basis 

enable the Secretary to determine, or facilitate a determination, 
whether there is or may be ground for invoking subsection (e) or sub- 
section (m) (4) of tliis section. Suc.h regulation or order shall pro- 
vide, where the Secretary deems it to be appropriate, for the exnminn- 
tion, upon request, by the persons to whom such regulation or order is 
a 
t 1e Secretary. P 

plicable, of similar information received or otherwise obtained by 

“(2) Every person required under this subsection to maintain 
records, and every person in charge or custody thereof, shall, upon 
request of an officer or employee designated by the Secretary, permit 
such officer or employee at all reasonable times to have access to and 
copy and verify such records. 

'ym) (1) A4ny p erson may file with the Secretary an application 
with respect to any intended use or uses of an animal feed bearing or 
containing a new animal dru,. 
tary as part of the ap 

0’ Such person shall submit. to the Secre- 

of such animal feed, r 
lication (*4) a full statement of the composition 
13) an ident’ification of the regulation or regula- 

tions {relating to the new animal drug or drugs to be used in such 
feed), published pursuant to subsection (i), on which he relies as a 
basis for approval of his a plication 
drug in such feed, (C) a fu 1 P 

with respect to the use of such 
description of the methods used in, and 

the facilities and controls used for, the manufacture, processing, and 
packing of such animal feed, (I)) specimens of the labeling proposed 
to be used for such animal feed, and (E) if so requested by the 
Secretmy, samples of suclr :wimnl feed or components thereof. 

“ (2) Within ninety days after the filing of an ngptication pursuant 
to subsection (m) (l), or such additional period as may be agreed 
upon by the Secretary and the applican.t, the Secretary ~1~~11 either 
(A) issue an order approving the applxation if he then finds that. 
none of the grounds for denying approval specified in paragraph (3) 
applies, or (B) give the applicant, notice of an 0pportunit.y fur a 
hearing before the Secretary under paragraph (3) on the question 
whether such application is approvable. The procedure governing 
such a hearing shall be the procedure set forth in the last two sentences 
of subsection (c) , 

“(3) If the Secretary, after due notice to the applicant in accord- 
ance with paragraph (2) and giving him an opportunity for a hearing 
in accordance with such parapral~l~, finds, on the basis of information 
submitted to him as part of the applictdion or on the basis of any 
other information before him- 

“(,) that. there is not in effect. a regulation under subsection 
(i) (identified in such application) on the basis of which such 
application may be approved ; 

“(R) that SLICK ammal feed (including the proposed use of any 
nen’ animal drug therein or thereon) does not conform to an 
applicable regulation published pursuant to subsection (i) 
referred to in the application, or that the purposes and conditions 
or indications of use prescribed, recommended, or suggested in 
the labeling of sxtch feed do not conform to the applicable pur- 
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poses and conditions or indications of use (including warnings) 
published pursuant to subsection (i) or such labelmg. omits or 
fails to conform to other applicable information published pur- 
suant to subsection (i) ; 

“(C) that the methods used in, and the facilities and controls 
used for, the manufacture, processing, and packing of such ani- 
mal feed are inadequate to preserve the identky, strength, quality, 
and purity of the new animal drug therein ; or 

‘c (D) that, based on a fair evaluation of all material facts, 
such labeling is false or misleading in any articular ; 

lie ~11~11 issue an order refusina to approve t le application. If, after P 
such notice and opportunity ?or hearing, the Secretary finds that 
subparagraphs (A) through (D) do not apply, he shall issue an 
order approving the application. An order under this subsection 
approving an application with respect to an animal feed bearing or 
containing a new animal drug shrill be effective only while there is 
in effect a regulation pursuant to subsection (i), on the bnsis’of which 
such application (or a supplement. thereto) was approved, relating 
to the use of suCh drug in or on such feed. 

“(4) (A) The S ecretary shall, after due notice and opportunity 
for hearing to the applicant, issue an order &hdrawin~ approval of 
WI application with respect to any animal feed under &is subsection 
if the Secretary finds- . 

“(i) that the application contains any untrue stntemed of a 
material fact; or 

“(ii) that the applicant has made any changes from the stand- 
point of safety or effectiveness beyond the variations provided 
for in the applicntion unless he has supplemented the application 
by filing with the Secretary adequate information respecting all 
such changes and unless there IS in effect an approval of the 
supplemenl:al application. The supplemental applicat,ion shall 
be treated in the same manner as the original application. 

If the Secretary (or in his absence the officer acting as Secretary) 
finds that there is an imminent hazard to the health of tian or of 
the animals for which such animal feed is intended, he may suspend 
the approval of such application immediately, and give the applicant 
prompt, notic? of his action and afford the applicant the opportunity 
for an ex IedIted hearing under this subs&Ion; but the authority 
conferred t, 

“ 
i 
B) 

y this sentence shall not be delewted. 

for 
The Secretary may also, after &e notice and opportunity 

learing to the ap 
of an a 

licant, issue an order withdrawing the a 

if 
phcntion wit I respect to any animal feed under this su P B 

proval 
section 

if the eeretary finds- 
“(i) that the applicant has failed to establish a system for 

maintaining required records, or has repeatedly or deliberately 
failed to maintain such records or to make required reports in 
accordance with a regulation or order under par’agraph (5) (A) 
of this subsection, or the applicant has refused to permit access 
to, or copyin 
paragraph ( B 

or verification of, such records as required by sub- 
) of such para 

“(ii) that on the basis o r 
ph; 

nes inforI!-nation before him, eval- 
uated t.ogether with the evidence before him when such ap 
tion was approved, the methods used in, or the fncilIities an 1 

lica- 
con- 

t&s used for, the manufacture, processin 
animal feed are inadequate to assure an d 

, and packing of such 
preserve the identity, 

strength, quality, and purity of the new animal drug t~herein, and 
were not made adequate within a reasonable time after receipt 
of written notice from the Secretary, specifying the matter corn- 
plained of; or 
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“(iii) that on the basis of new informrktion before him-, eval- 
unted together with the evidence before him when the applmtion 
was approved, the lnbeling of such animal feed, based on a fair 
evaluation of all material facts, is false or misleading in any par- 
ticuIar and ins not corrected within a reasonable time after re- 
eeipt of ~vritten notice from the Secretary specifying the matter 
corn Iained of. 

‘;(C) 1 y d n or er under paragraph (a) of tllis subsection shall state 

Recordkeeping. 
the findings upon which it is based. 

“{ii) In the case of any animal feed for which all approval of an 
:tpplication filed pntiuant to this subsection is in effect- 

ii (A) the appIicant SIGIII establish twd maintain such records, 
and make such reports to the Secretary, or (at tile u >tion of the 
Secretary) to the appropriate person or persons t lolding an 
npproveh application filed under subsection (b), ns the Secretary 
may by general regulation, or by order $th respect to such qqli- 
ci~tlo~l, prescribe on the basis of A findmg that such records and 
reports are necessary in order to enable the Secretary to deter- 
mule, or facilitate a determination, whether there is or may be 
ground for invoking subsection (e) or paragraph (4) of this 
subsection. 

“ (13) every person required under this .subsection to maintain 
records, and tvery person in charwe or custody thereof, shall, upon 
request of an officer or employee 8 esignated by the Secretary, per- 
mit such officer or employee at all reasonable times to have access 

Certification. 
to rind copy and verify such records. 

“(11) (1) The Secretary, pursuant to regulations promulgated by 
him, shall provide for the certification of britches of a ne\v animal 
drug corn 
mycm, ch 1p 

osed ~lrolly or 
ortetracycline, ch \ 

tartly of any kind of penicillin, strepto- 
oramphenicol, or bncitrncin, or any deriv- 

ath-e thereof. A batch of 5111 such drug shall be certified if an 
approval of an application file B pursuant to subsection (b) is effective 
with respect to such drug and such drug has the characteristics of 
identity and such batch has the characteristics of strength, quality, 
and purity upon the basis of which the application WIS approved, but 
shall not otherwise be certified. Prior to the’efl’ective date of such 
re.gulations the Secretnry, in lieu of certjfication, shall issue a release 
for an batch which, 111 his judgment, may be released without risk 
:IS to t x safety and efficacy of its use. Such release shrill prescribe the P 
date of its expiration and other conditions under jvhich it. shalI cease 
to be effective as to such batch and as to portions thereof, 

” (2) Regulations providing for such certifications shall cont,zin 
such provisions as are necessary to carry out the purposes of this sub- 
section including provisions prescribing- 

l’(A) tests and methods of assay to determine compliance with 
applicable standards of identity md of strength, quality, and 
purity ; 

“ (8) effective ‘periods for certificates, and other conditions 
under which they shall cease to be e&xtive as to certified batches 
and as to portions thereof; 

“ (C) administration and procedure ; and 
“(D) such fees, specified m such regukttions, as we necessnry 

to provide, equip and maintain an adequate certification service. 
Such regulations shali prescribe only such tests and methods of <assay 
as will provide for certification or rejection within the shortest time 
consistent with the purposes of this subsection. 
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“ 3) Whenever, in the judgment of the Secretary, the requirements 
6 of t is subsection with respect to any drug or class of drug6 are not 

necessar.y to insure that such drug conforms to the standards of iden- 
tity,.strength, quality, and purity applicable thereto under paragraph 
(1) of this subsection, the Secretary shall promulgate regulations 
exempting such drug or class of drugs from such requirements. The 

ii 
rovisions of subsectlon (c) of section 507 of this Act (other than the 765;t~y8y4: 

rst sentence thereof) shall apply under this paragraph. 
“(4) The Secretary shall promulgate regulations exempting from 

21 & 35.7. 
EX~tllptiOnS. 

any requirement of this subsection- 
(‘(A) drugs which are to be stored, processed, labeled, or 

repacked at establishments other than those where manufactured, 
on condition that such drugs comply with all such requirements 
upon removal from such establishments ; and 

“(B) drugs which conform to applicable standards of identity, 
strength, quality, and purity prescribed pursuant to this subsec- 
tion and are intended for use in manufacturing other drugs. 

“(5) On petition of any interested person for the issuance, amend- 
ment, or repeal of ail-y regulation contemplated by this subsection, the 
procedure shall be m accordance with subsection (f) of section 50’7 
of this Act. 

“( 6) Where any drug is subject to this subsection and not exempted 
therefrom by regulations, the compliance of such dru with sections 
501(b) and 502(g) shall be determined by the ap B ication of the 52 Stat. 1049. 

standards of stren 
graph (1) of this su 96 

th, quality, and purity ap 
section, the tests and metho a 

lica it’ le under para- 21 USC 351, 

s of assay applicable 
352. 

under provisions of regulations referred to in paragraph (2) (A) of 
this subsection and the requirements of packaging and labeling on 
the basis of which the application with respect to such drug filed 
under subsection (b) of this section was approved.” 

DEFINITIONS 

SEC. 102. Section 801 of the Federal Food, Drug, and Cosmetic Act, 
as amended? is amended by- 

(a) Inserting “ (except a new animal drug or an animal feed 
bearing or containing R new animal drug)” after “Any drug” in 
sub ar?graph (1) of paragraph (p) ; 

8, 

52 stat. 1041. 

msertmp ‘((except a new animal drug or an ani,mal feed 21 USC 321. 

bearing or containing a new animal drug)‘? after “Arty drug’! in 
subparagraph (2) of paragraph (p) ; 

(c) st.riking out. the period at the end of subparagraph (4) of 
paragraph (s) and inserting in lieu thereof “; or”, and by adding 72 Stat* 1’84; 
a new subparagraph (5) to read as follows: “(5) a new animal 74 Stat* jg7’ 
drug.” ; 

(d) inserting “. 512,” after “409” in paragraph (u) ; and 
(e) adding at the end of such section the following new para- 79 Stat. 227. 

graphs : 
‘c (w) The term ‘new animal drug’ means any drug intended for use “New animal 

for animals other than man, including any drug intended for use in drugS” 
animal feed but not including such animn1 feed,- 

“(1) the composition of which is such that such drug is not 
generally recognized, among experts qualified by scientific train- 
ing and’ experience to evaluate the safety ana effectiveness of 
animal drugs, as safe and effective for use under the conditions 
prescribed, recommended, or suggested in the labeling thereof; 
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Exception. 

34 Stat. 768; 
52 Stat. 1059. 

21 USC l-15 
notes. 

except that. such w drug not so recognized shall not be deemed 
ta be R ‘new z~nimnl drug’ if at any time prior to June 25, 1938, 
it was subject. to the Food and Drug Act of June 30, 1906, as 
Rmended, and if at such time its labeling contained the same 
represent&ions concerning the condit.ions of its use; or 

“(2) the composition of lyhich is such that such drug, as & 
result of investigations to determine its safety and effectiveness 
far use under such conditions, has become so recognized but. which 
1~:~s not, otherwise than in such investigations, been used to rz 
material extent or for a material time under such conditions; or 

“(3) which ,drug is composed 77-holly or pRrtly of sny kind of 
l>eniciIlin. streMomvcin, cIiIortetrac.ycline, chloramphenicol, or 
I2witraci6, or by aeriktive there&, eskpt when* there iS in 
effect a published order of the Secretary declaring such drug not 
to be a new nnimt\l druv on the grounds that (A) the require- 
ment of certificntion of &tches of such drug, as provided for in 

Anis, P. 350. section ~1.2(n), is not necessary to insure thnt the objectives 
specified in para.graph (3) thereof Rre achieved rind (B) that 
neither subpartigraph (1) nor (2) of this pxragraplr (w) Lzpplies 
to such drug. 

“Animal feed.” “(~1 The term c8ninlal feed’, as used in naraerslnh iw) of this 
Ante, pp. 351. 

343. 

76 stat. 784. 
788. 

21 USC 331. 
$2 stst. 1042: 

61 Stat. 11. 

72 stat. 1784; 
74 Stat. 397. 

21 USC 342. 

59 Stat. 463. 
21 USC 352. 
21 USC 357. 

se&o& in section ,512, and in prbvisions of tl& A& r&ferrink to such 
psrsgraph or section, means nn article which is intended for use for 
food for nnimnls other thnn man nnd which is intended for use es 
a substnntkl source of nutrients in the diet of the animal, and is not 
limited to rz mixtnre intended to be the sole ration of the anirkl.” 

PRO’IJ IRITED MYKS AND PFNALTIES 

SEC. 10.3. Section 301 of the Federal Food, Drug, and Cosmetic Act, 
11s amended, is amended by- 

(1) striking out “or” before “507,” and inserting “, or 512 (j) , 
(1) ) or (m)” after “50’7 (d) or (g)” m pnmgrsph (e) , rind 

(2) adding ‘c512,” after “507,” in pnragrslph ( j ) . 

.WfXdL DRVGS IN FEEDS AND RESIDUES TFIEREOF IN OTHER FOOD 

SEC. 104. Sectian 402 of the Federal Food, Drug, and Cosmetic Act, 
ns amended, is amended by- 

( 1) striking out the word “or” before “ (iii) ” in clause (A) of 
subparapaph (2) of paragraph (a) and inserting “; or (iv) a 
new nnitinl drug” after the words %oIor ndditive” therein; and 

(2) adding before the semicolon following “commodity” at the 
end of the proviso to clnuse (C) of subparagraph {2) of para- 
graph (a) the following : “ ; or (D) if it is, or it benrs or contains, 
a new animal drug (or conversion produet thereof) which is un- 
safe within the meaning of section 512”. 

,\NTIBIOTW DRUGS FOR XNIXALS 

SEC. 105. (a) Section 502 of the Federal Food, Drug, and Cosmetic 
Act, as amended, is nmended by inserting “(except a drug for use in 
itnimals other than man}” 
graph (1). 

after “represented ns a drug?: in para- 

(b) Section 50’7 of such Act is nmended by inserting “(except drugs 
for us0 in animnls other then n78n):’ after “drugs” in the first sentence 
of subsection (a). 
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.\XIX.\I, DR’L-CS FOR EXPORT 

SEC. I(K. Section 801(d) of the Federal Food, Drug, and Cosmetic 
&t, ns amended, is amended by adding at. the end thereof the follow- 
ing: “Nothing in this subsection sltall nutltcrize the expo+tion of 
any new animal drug., or an animal feed beallng or contamlhtg a new 
;tnimal drug, jvhicll IS unsafe within the meaning of section 512 Of 
this Act.” 

SEC. 107- Section Hm(c) of the Federal Food, Drug, rind cosmetic 
,$ct is amended by striking out “tlte virus, serum, and toxin .?lct of 
July 1, 1902 (U.&C., 10811: ed., title %!, chap. d),;” nnd inserting in lieu 
thereof the following : “section 351 of Yubllc Health Servtce Act 
(relating to virnses, serums, toxins, and am~logous products q#icnbfe 
to m;ut) ; the virus, serum, toxin, and ~nalopous products provisions, 
applicable to domestic animals, of the hct of Congress approved 
March 4, 1913 (3i Stat. 8:+2--838) ;“. 

SEC. 108. (a) Except rs otherwise provided in this section, the 
:~me~tdntents made by the foregoing sections shall take eRect on the 
first day of the thirteenth calend:\r month which begins after the date 
of enact.ment. of this Act. 

(b) (I) as used in this subsection, the term “effective date” mealts 
the effective date specified in subsection (a) of this section; the term 
;‘basic Act? means the Federal Food, Drug, and Cosmetic Act; and 
other terms used both in this section and the basic .2ct shall have the 
same meaning as they have, or had, at the time referred to in the ctnt- 
text, under the basic ,4ct, 

(2) &ty approval, prior to the effective date, of a new animal drng 
or of a~ animal feed bear@ or containing a new ttnimal drug, whether 
granted by approval of a new-druu q$iwtioq mnster file, Hntibiotic 
regulation, or food additive regu ation, shall continue in effect, :tnd r 
shall be subject to than e in accordance with the prosisicrns of the 
basic Act as amended by t tis Act. f 

(3) In the case of any drug (other thalt a drug subject to section 
SE(n) of the bnsio =kt as amended by this Act) intended for use in 
animals other than mm which, on October 9, IDE!, (-1) was comnter- 
cially used or sold in the United States, (13) was not a new drug as 
defined by section 201 (p) of the basic hct 21s then in force+ and (C) 
w-ns not covered by an effective al) &&on under section ;‘O.i of tltilt 
Act, the words “e&ectiveness” and 1 ‘efl‘ective” contained in section 201 
(IV) as added by this Act to the basic ,ict shll not t~pl>ly to sucl~ clrug 
when in tended solely. for rise under conditions prescribed, recrml- 
mendecl, or suggested m labeling with respect to such clrng on tltatt day. 

(4) Keyllat!ons l)rovidin$ for fees (illId dvanf*e deposits to corer 
fees) which on the day preceding the effectire date applic~~ble under 
subsection (a) of this section were in e%ect pumnnf to se&ion 507 
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52 stat. 10.58. 
21 USC 381. 

Ante, p. 343. 

21 USC 392. 

58 Stat. 702. 
42 USC 262. 

21 USC 151-158. 

Definitions. 

Anre, p. 350. 

52 Stat. 1Q41. 
21 USC 321. 

76 stat. 781- 
785. 

21 USC 355. 
Ante, P. 351. 

of the basic ,ht sltnll, escept as the Secretary may otherwise pre- 59 Stat. 463; 

scribe, be deemed to ripply also uncler section 512{1)) of the basic :1ct, 762~‘$:“,~;3.“8~ 
;md appoprintions of fees (mcl of ~~tlr~wce deposits to (*over fees) 
available for the purposes specified in such section 50’7 as in effect 
prior to the effective date shall also be nvailsible for the purposes 
specified in secti 512 (II), iwzludillg preparatory work or proceed- 
ings prior to that date, 

Approved July 13, 1968. 


